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510(k) SUMMARY

Date of Preparation: 11/09/2015

A.

Submitter Infor mation:
Medi-Globe Corporation
7850 S. Hardy Drive, #112
Tempe, Arizona 85284

Contact Person: Scott Karler
Telephone: (480) 897-2772 ext. 208
Fax: (480) 897-2878

Email: skarler@mediglobe.com

Proposed Device I nformation:
Trade Name: EasyPass Guidewire
Common Name: Endoscopic Guidewire, Gastroenterol ogy-Urology
Classification Name: Endoscope and Accessories 21 CFR876.1500
Product Code: OCY

Predicate Device:

- Trade Name: Taxi Endoscopic Guidewire
Manufacturer: Lake Region Manufacturing, Inc.
Clearance Number: K081708
Common Name: Endoscopic Guidewire, Gastroenterology-Urology
Classification Name: Endoscope and A ccessories 21 CFR876.1500
Product Code: OCY

Device Description:

The EasyPass Guidewire consists of a Nitinol core wire with a proximal 2-color
spiral patterned PTFE jacket and a copolymer distal section. The distal stainless
steel spring section of the guidewire provides flexibility and incorporates a
hydrophilic coating. The EasyPass Guidewire is a sterile packed, disposable
instrument intended for single-patient use only.

Indicationsfor Use:

The EasyPass Guidewire is used for selective cannulation of the biliary ducts
including, but not limited to the common bile duct, cystic duct, and right and | eft
hepatic ducts. The EasyPass guidewire is designed to be used during endoscopic
biliary procedures for catheter introduction and exchanges.
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Technological Characteristics Summary:

The EasyPass Guidewire is a 2-color spiral patterned guidewire used in
endoscopic procedures. It is comprised of a Nitinol core wire with a 2-color PTFE
jacket as avisualization aid during use of the guidewire. The distal section of the
EasyPass Guidewire consists of a stainless steel spring encased in a polymer
jacket and is hydrophilically coated. The predicate device, Taxi Endoscopic
Guidewire, (K081708) incorporates the same design, intended use,
diagnostic/therapeutic effect, method of introduction/use, technical characteristics
and general range of descriptive features as the proposed, EasyPass Guidewire.
There are no technological differences when comparing the proposed EasyPass
Guidewire to the predicate device.

Non-Clinical Performance Data:

Design verification data and biocompatibility testing has demonstrated that the
proposed EasyPass Guidewire meets the same performance requirements and is
as safe and effective as predicate device, Taxi Endoscopic Guidewire, (K081708).

The following non-clinical performance tests were conducted on the proposed
EasyPass Guidewire:

Biocompatibility testing per 1SO 10993:
Cytotoxicity

[rritation

Sensitization

USP Class VI Testing performed on color additives

Bench/performance testing consisted of:
Fracture Test

Bend Test

Friction Test

Scratch Test

Tensile Test

Radiographic Image Test

Conclusions of Non-Clinical Performance Data:

Medi-Globe Corporation has demonstrated that the proposed EasyPass Guidewire
is as safe and effective as the predicate device, (Taxi Endoscopic Guidewire,
K081708). The EasyPass Guidewire is considered to have the same intended use,
diagnostic/therapeutic effect, method of introduction/use, technical characteristics
and general range of descriptive features as the predicate device, (Taxi

Endoscopic Guidewire, K081708). No clinical testing was relied on for evaluation
of the proposed device.
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